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December 4,ZODD 

Susan M. Uzarralde, Phantl.D, ABA? 
5365 Eagle lake Drive 
Palm 6each Gardens, Florida 33418 

Dockets Management Branch 
Food and Drug Administration f3 f, 3 7 l oa ET: -5 t?, 7 38 
Deparlmentof Health and Human Services 
Room i-23 
12420 Paddawn Drive 
Rockville, t9aryland 20857 

Re: Docket No. DoP-1499/CPI 

NO. 381 P. l&r! 

lomn@ is a val Subject le medication and should remain available as an approved 
agent for women with diafrh redominant i&able bowel syndrome. 

Dear Sir or Madame: 

I would like to provide comment ut the value of Lotrunes@ (alosetron). GlaroWeiicome, Inc. should be 
lauded for developing and m this amazing medic&on. It has been a miracle drug fur me. I find it 
inexcusable and outrageous FDA has forwd GlaxoWdlcome to voluntarily remove the drug from 
all global markets. I am d thet 1 will longer be able to have access to i.otronex@. 

What I cannot understand is ra@ is still approved for erecble dytintion after there have been at 
leastl3Dreportsofdeathass d with ifs use. Please explain this to me. 

kwyearsagoi hadatotalcol as a therapeutic bwbnent f% an atonic bowel condition. Until the 
availabilii of lotrpnex I was a in the bathmom; requiting assess to the toilet from 10 to 25 times 
a day. I had tried wey availa ianheal (lamotil@I and lmodium@) without any reliif. Questran@ 
was also prescribed for the a; it produced little if any effect. The frequent episodes of diarrhea 
interfered with .both my pers and profe&wtal career as a clinical toxicologist. 

When LotronextB was app n February 2000, my gastroenterologist and I did whether 
iatmttem might be a for me despite the fact that the drug was only approved for women 
with diarrhea-predominant 16 physician and I compared tRe drugs potr~tial benefits and risks and 
agreed that I might be&t the drug’s powerful antimotility eff& After taking two dases of 
Lotfone~, i Mkeci a mprwement in bowel urgency and stool cunsistency and spent 
considerably less time in 

I have been taking Lotmnex@ 
at an earlier time produced se 
through a meal now wifhou 
good thing since I am 5’6” 
eating out at restauranls. 

ht months and have also noticed that I am able to tolerate foods that 
ndigestion. I also feel less bloating and fullness after eating. I can sit 

to the bathmom. I h&e also managed to gain 9 pounds; this is a 
hed 100 hounds before taking l&on&. I feel much better about 

l&onex@ has made a krue s improvement in the quality of my Iii. Dr. Sydney Wolfe (Public 
Citizen), who has petitioned the take Lotronex@ off tie market does not represent my intert%ts. 
fk Wolfe has no ideal how much ex@I has improved my life and should avoid writing about what be 
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has little knowledge of. Dr. Wd 
site. In his book, Dr. 
fnmtiis hi as 
since 1972. I am appalled th 
anti-drug campaign Is virtual1 

o authors a book “Good Drugs, Dad Dnrgs” which he sells on his web 
to be are the wast US physicians. I assume that he 
appears that he has not practiced clinical medicine 

would listen to a man who boas& medical ignorance and whose 

ubmission of data generated from large multicenter, double-blinded, 
luated drug must be efficacious, exhibiting a statisbcai signirlcant 

diirence of a @dated pri endpoint over placebo efhxk. Adverse &X&J should be waluated 
e&al standards. New drug studies require an imr&ment of $35D,DDO 

medicine, then why isn’t the retnava! of a 
? the “prompted” withdrawai of Lotronex@ by FDA 

removal of l&tone&I does not appear to be supported by objective 
and unbiased review of scienti 

I hope that the FDA lratiies the i Ii&ion of its decision tx~ force GlaxoWellcame to withdraw lobone& 
More importantly, i urge the ine their request to have L&on&J removed frum the market, 
Iamnowleftwithoutanyti ma&e to Lo&on&D and am extremely disappointed with the FDA’s 
decision tr, hwe Lotronem rem from the market. My physician is unhappy about this de&ion also. 

Respectfully yours, 

Susan M. Uzarralde, f%arm.D, A 

cc: George Morrow, President & EO, North American Operations, GfaxoWellcome, INC. 
gob Ingram, Chairman, North American Operations, ClaxoWellcome, INC. 
The Hanotable Bob Graham, 

i 

nited States Senator 
The Honorable E. Clay Shaw, r., United States House of Representatives 
The Honorable Mark Foley, U it.4 %tes House of Representatives 
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